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DETAILED ACTION 
Claim Rejections - 35 USC § 103 

1 . The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

2. Claims 1-36 are rejected under 35 U.S.C 103(a) as being unpatentable over US 
6,238,491 and US Pub.No. 2002/0165608 in view of US 6,228,398 and Ansel et al 
(Pharmaceutical dosage forms and drug delivery systems, 7 th edition). 

Davidson et al (US Pat# 6,238,491) teaches manufacture of a variety of medical 
implants and devices, which includes orthopedic implants, specifically bone fracture 
plates, screws, compression hip plates and lag screws, intramedulary rods, staples, and 
various internal and external tissue fixation devices (col. 10, lines 51-63). It anticipates a 
portion of the surface of the implant can be conversion surface hardened and /or 
coated. Such coatings can include, but are not limited, antibiotics, pro- or anti- 
thrombogenic agents, anti-inflammatory agents, morphogenic proteins, morphogenic 
peptides, growth factors, or stem cells (col. 11, lines 5-12). Llanos et al (Pub. No. US 
2002/0165608) teaches local drug medical devices are utilized to deliver therapeutic 
dosages of drugs, agents or compounds directly to the site where needed. The method 
comprises releasable affixing one or more agents in therapeutic dosages to the medical 
device, treating one of the medical device or the delivery device with a material for 
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preventing the one or more agents from separating from the medical device during 
delivery and implantation of the medical device at the treatment site, and loading the 
medical device into a delivery device ([0022] and [0023]). They anticipate surgical 
devices, bone pins, screws, plates etc., could provide enhanced patient benefit using 
this drug-device combination approach ([0040]). 

Thus, medical implant or device of Davidson et al and Llanos et al read on the 
instant claimed a solid component having bound to a surface and hence Davidson or 
Llanos anticipates instant claims 1 and 36 and its depend claims. 

Devane et al (US Pat# 6,228,398) teaches a multiparticulate (i.e., a plurality of 
discrete, or aggregated, particles, pellets, beads, granules or mixtures thereof 
irrespective of their size, shape or morphology) modified release composition that is 
operation delivers an active ingredient in a pulsed or bimodal manner (col 6 and col 7). 
So, this multiparticulate modified release composition having a first component 
comprising a first population of active ingredient containing particles and a second 
compound comprising a second population of active ingredient containing particles (col. 
4). Devene et al also teaches that multiparticulate modified release composition of the 
invention may have more than two active ingredient containing compounds. Examples 
of active ingredients include analgesics such as fentanyl, sufentanil, butorphanol etc 
(col 6). 

Ansel et al teaches a preparation of pharmaceutical and drug dosage forms in 
the form of powders or granules having various particle sizes such as coarse, fine, very 
fine etc. and number of methods to determine the particle size and their distribution 
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(pages 164-178). Ansel also teaches that there is a substantial difference in the size, 
morphology and size distribution of particles depending on the substance in use that 
can influence a variety of important factors in the delivery of drugs. Among those 
factors, the dissolution rate of particles is affected by micronization of drug, which can 
increase the rate of dissolution and its bioavailability, uniformity of distribution of drug, 
absorption of drugs etc. (page 170). Ansel also provides various mathematical ways to 
ensure the right geometry of particle size is obtained so as to achieve the desired rate. 

Thus, multiparticulate modified release composition that delivers an active 
ingredient in a pulsed manner of Devane et al and preparation of pharmaceutical 
dosage forms in various sizes and their influence in delivery of drugs of Ansel et al 
anticipates instant claims. 

It would have been obvious to one of ordinary skill in the art to apply metal 
implant or device of Davidson et al (US Pat# 6,238,491) and Llanos et al (Pub. No. 
US 2002/0165608) since Devane el al and Ansel el al teaches the multiparticulate 
modified release composition and preparation of pharmaceutical dosage forms. 
3. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Sudhakar Katakam whose telephone number is 571- 
272-9929. The examiner can normally be reached on M-F 8:30 AM - 5:00 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Thurman Page can be reached on 571-272-0602. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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